
tel:
fax

,IY Moldouo,
m igindu, str". Tighina 65

22) s4-91-20
cct <4_a 1 _c 144/v'

Manualele
hipamentul.
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In atentia Ap aratul pre s edinte lui rai onului S t

DECLARATIE OFERTANT

rrnprezerfia, compania "Intermed"SRl care partrcipa in licitatia publica nr.

1-MD- 155 8 099244125 privind procurarea aparatului UZI - ecograf multidisci
SP CS Straseni, declara/confirma:

Termenul de garantie pentru echipament nu mai mic de 36 luni din data instalar

Timp de laspuns la solicitare in perioada de garantie cel mult 48 ore la
hciatului/locatia de instalare.

Asistenta de aplicatii pe perioada de garantie - gratuit.

Instruirea personalului medical si ethnic cate va opera echipamentul la
iciarului/locul de functionarese va face gratuity prin grija furnizorului.

Timp de raspuns la solicitare in perioada de post-garantie cel mult 48ore la

ciarului.

Transportarea, instalarea, punerea in
ruit de producator nu implica costuri

functiune se realizeaza de personalul ahzat

suplimentare pentru benef,tciar, fiind inclu d6je

oferta.

en1

de operare in limba engleza si romana vor fi livrate

livrare: 3jzrIe.

DJ
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GE Heolthccre

is bosed on the followinc elements:

tive93lA2|EEC (N4DD)

.hnicol Documentoiion/DHF Ref.i ref: DACZL770&4/OOCI954O45, of the product to which this
tcrotion relotes
CerLi{icote: opprovol of full quclity ossuronce system (Annex tt of the drrective 93/4? EEC)

ivered by TUV fiheintqnd LeA Products GmbH {Notified Body 0197) / Certjficcte N HD

16081 0001
nronized stondcrds opplied on the product to v",hich 1.his declorction relotes

' Elrl 60601-1:2006 + A1:2013 Mediccl electricol equipment - Port 1; Genercl require ments
for safeiy

. EN 6060I-1- 2.201 5 Medicol electriccrlequipmerrt - Port L-2: Generol requirernentsfor
sofety - Collcrterol stondord: Electro nrognetic com patibility

. EN 60601-1-61 2010+ 41:2015 Medicol electricol equipment - Port 1-6: Generol
requirements for sofet;r - Collotercl stondord: Usobility

' EN60601-2-J7:2008+41:2015 Medicul electricol equipment - Part2-37'. Requirements for
the sofety of ultrosonlc rnediccl diognostic cnd monitoring equlprnerrt

' EN 6?366.2008 + 41:2015 Medicoldevices - Appllcction of usobility engineering to
meciicol devices

' EN 52304 2006 + AC:2008 Medicol dervice softwcre *- Softwore life-cycle processes
r EN 1041:2008 + AI:20I3Informotion srLpplied by the monufacturer of medicol devices

" EN ISO L5?23-t 201-5 lvledlcol devices -- Svmbols to be used with medlcol device lobefs
/lobeilinq

93 I 42 I tEC, Di rective 2AI4 I 3 5 I EU

" Rodlo Spectrum (Directive ?01,41531tU Art.3(2)): EN 300 328v 2.1.1(2016-11); EN301893 v

1.8.1{2015-03)+ EN 301893 V 21.1iclouse 4.2.8 only)-os declored in DOC2007709

/ruoo borl beo hc+n
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G E Heolthcar

DD[NDUM TO THE D€CLARATION CIF CENFORMITY DOC?177G80
Versono Premiar confiqurations* Consoels and options

LE NomG with descriotion GEHC Pqrt ru REF # I'] GEHC Cut# B:

rscl ro Premier VS 5BO4137 Versonc Premier VS H481528A
:fSO ro Premier VS w flex CP 58%14 I Versoncr Prern,er VS H4B152BB

lfso o Prenrier VA s804136 I Versono Premier VA H48152BC

fso o Prernier VA w 4D s804139 I lerfqry Premier VA H48152BE
f rtibt ; Corrsoles GEHC Cat # t3l

!P emler DICOM H48 152 BA

NF emier Follow up tool H481 62BB
NP emier LOGIQ VliliV H48 162 BC

NP emier Eosv/Adv iD H481628D
NPr 'emier B-flow/color H481628E
NP emier Controsi H4B] 62BF

NP emier Tricefv Uolink H48 1 62 BG

NP emier 4D softv,.rore H481 62BH
NP emier VOCAL H481_623J
NP emier Auto IMT H48162 BK

NP emier TVI H481628[
NP emier AMM H4816ZBM
NP emier Stress Echo H48 1 62 BN

NP em er Auto EF H48162 B P

NP em er CWD H48162 3 R

NP em er Needle rec H48162 BS

NP em er Elostoorcohv H48152BT
NP em er Breost Core Hl+91628W
NP em e"r Thyroid prod N481"6?BZ
NP emier VA-lQ N48T7?BA

4 HC d\,vore option H481 72 BW
f'l P amier Gel Wormer H48182 BA

ot{ n llQR fnr A/- nrinlor N4824?BC
B Iter 44877ZAr
B TTCI kt H481928M

NP lottefy Instcll l(ii H481828D
NP emier 4PP H\ / option H48 1828 H

NPr emier Articulor Arm H48182 BJ

D Der rov H48182 BF

Notes us

1 GEI
2- RgF

3 GEI'
like

\y'/uxl. 1

htE EC

ed
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r tlrd toble :

Irt 4 identifies ihe device(s) lrr tne morrr-rfccturer's design, mcrnufccturing ond seTvice docume nt-otion.
usLiplly r:ffixrd to the devica(s) in the form cf o product identiflcoticn or model on the roting lobel.

ot # ider:tifies the devicels) irr ihe mcrrr-rfacturer's cotolog cnd is usuolly included on comnterciol docunne rrts
conlroct, order processirig documerrts ond shipplng documents.
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rof ion of conformity for Versonc Premier, replcc

Reference of tlre Decioroticrr: DOC2i"7708G [Rev 02
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V,iuxr, 1
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Versons Prennier - Prohes wi h Accessories
fiET sncl ftggs5591is5 {a} TYpE {51 GEHC Cot # tr)

4 -R lonvex orrov Drobe BF H4OOOSR

C-R probe BF H404021N

I -R5 lonvex orrcry probe BF H4040 2 tS

L -18 RS BF H40462LF
B 9Cs RS BF H4048 2 tN
5 RS BF H45021RP
3 "R Phosed Arrov orobe BF H45041D L

L L2 lS Lineor Arrov orobe BF H48052AC
J BF H48062AF

R ofDa- ,-RS probe BF H4B6B1WR

1 L_R BF H4040ZLY

1 j-R BF H44901A8

76Q RS
tsF H449014F

R f \"RS BF H48 70 1EJ

4 -RS iopsy Kit N/A E8385 NA

- L(. tS Bropsy Kit N/A 114043zLC

3 c-R Bioosv Klt N/A N46Z27LC

R B2- -RS Biopsy Krt
N/A H48681t9 L

C-R Biopsv Kit N/A EBJB5MJ

F C-R Reusoble Biopsy Kit N/A H40412 LN

B 9CS d isposc I

N/A t8387N1

B 9CS Reusoble N/A
EB3 BTiV]A

1 LTr nsverse brocket N/A H48392tt

nt _r{! blop9y k1!
N/A H48392tT

R "1SC le Bioosv Guide for RlC5-9A-RS N/A H4672r"R

D po: :!e Biopsy Gu de for RlC5-9A-RS N/A H4868 1G F

D por J{E bIODSV bU de with Covers for RlC5-9r\-RS N/A H4869TZ

^:
c(
rUli

:C

er

. rL ^I Lr tc

:nd
eclo
verll
ion I

ol cc

-21

rol

toble:
identii'ies the device{s) in the nronr-rlociurer's cotolog or
roct, crder processir-rg documents ond shipping documt
rccessories moy cerfy the CE-rnork ond, vuherr cipplicct
roticn under whiclr the prodr-rcts ore CE-morked by t.he

ied the rnutucl compotibility of lhe devices in combino
o usefs r,r,rith the Versono Pretnier instructions for use I
nlrol cnd inspection
:-s the deqree of protection ogoinst electric shock for ec,

1B

ion of confornrity for

R

\/or cnnn Drormiar 166[66^- +h\./Er JUr rLr | | rlrlcr, I ElJruLC> ll I

Refer

rd is; usiro ly included
rrtts
ble, tlre iJotiiied Bod
r nionufocturer GE I

iort rnritlr \iersono Prr

Iris crciiriity wos subj

:h probe, os lob*"led r

^/'oo bcn ca0
:gulotrJry Affoirs

. nrp\rinrrc .irtoal (

nce of the Declorc

on comrnerciol docLrrrre

y number correspondirrl
4edicol Systems iCliino)
rmie r ond inclr"rCed relev
ret *n nrrrrrnnrinf a rnothe! L L'r vPH' vPl

rn iho nrnhe ilcplf

/
I

:nlfl n

.ion: DOC2l"770BO (Re,

nts

r trr

-,o,
0ni
rds

a2



G E Heoltlrccre

Notes us

3, GEI-

sole

6. Acc
Dec
verl
tou
con

\4/uxr, 1

This EC

Pnno I

A

Versenc Premier - Accessaries

rries tej GEHC Cot # t:l

5 NY JPD25 Color Printer USA Kit H48542L2
S NY JPD25 Color Printer EUP Kit H4B552LA
.) NY lPD25 Color P NtCr CHN Kit H48542LY
5 NY lPD25 Color Pr nter JPN i(rt H4855 2 LB

S NV JPD25 Color Pr nter Brozil Kit H48312AN
B VP NTER IUP-D898MD) Hq849?AZ
U -Di IBDC Printer H480528G

rso o Prernier printer shelf H481928F
B Bp nter Dcoer H414021S

--:
fr

lae
OIS\,

leIA_?9_P:ulg:aff--
virCh M <r 2:r.rED-UsB-GP26

H481928N
H41642 LS

L 1l type footswitch 'Whoncrm FSU-1000 H41882 LD

BS ck H48962 LC

I
T

Bn bile USB HDD H4849248
Ins end TSSXDVDS-K DVDR\,^/ I<it with SW H48l-92 BL

U BE .G Module {lEC)-MFG Germonv H4B5O2AR

BE G l'loduie {AHA)-MFG lsroel H41852 LK

BE G l"lodule (lEC) l'4FG lsroel H 4185 2 Lt
E GA SY w/ Chinese Lobel H41B52LM

[ee s Adootor H4B83ZAC
tt letc ih Adoptor t4812?Br
S noS rre V/hite Lobel H48902AJ
S noS ore Biue Lobel H4B9O2AH

t lFr CT N4824?BD
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iCentifies the device{s} in the mcrnufocturer's ccrtolog ond is usr-rolly irrcluded on commerciol documents
l, order processinq docunrents ond shipping documents

mqy carfy lhe CE-rnqrk ond, rvhen opplicolile, ihe Notlfied Body n';nrber corresponding to the EC

,rnder rr.ririch the products ore C[-morked by their morrufocturer. GE l,]ediccll Systems (Chinol Co., Ltd hcs
rrtuolcorroctibilitv of the devices irr combinotiori v'/ith Velsc]no Premier ond inclLrded relevont inforniotion
r the Versono Premier instructions for use This octivily wos sLrbjecl to oppropriote nrethods ol inler-nol
nsoectiort

18
/-/a

boo bfln AqO qc?/y1

Regr-rlotory Affcirs

ion of conformity for VeTsono Premier, reploces

Ref



GI Heolthcore
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identifies the device(sl in jthe monufpcturer's cotoiog ond is usuolly inclufled on commerciol documents
l, order processing;docufrents ond ghipping documents.
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Froducts:

Expiry

The Flotified
g3/42lEEC h
and applies a
section 5 of
this c

Effective

Date;

Reg€stratEon Frio":

Report flIo.:

lAEt Mfd:pttri$vst$fins i

{Ch[na] Co., [-td,
lNo. 'E$, Ghmmg$Eang ttoad
Wux& [SatEona$ hlE-Tech Dev.Zone
2t4$28 JEangsr"r

ChEna

Medical" Devices

202I-0s-02

T[.tv

20L? - 01--03

2017-01-03

elnEand LGA Products

LGA Fr*duets Gmbl'l ls
co*cerning medieal devlces

I

I

EC Certificate TtitYRt-re:nl

ctEve 93t'42fEEQ Anrpex ll, exa$udFr:g Sect$on 4
Fusi$ QuaEaty Assurailce Systeum

Med$qal DewEces

HD 6$3'ESS8T O00T

x so94g29 ssA

(see atLachment for products and addiLional sits-es included)

Replaces .Approvai, Registration No.: HD 60110059 0001

herehy declanes that the requirerments of Annex l!, excluding seetion 4 cf tire d
rnet for the listed prcducte. Tire above raarned maits.rfacturer has e*teblEsired

g essuranee system, whEsir is subjeet to periedic survelElance, defined by Ast

dEreetive. Fmr placing or': the market of slass lll devices ecvered
EC design-exarninetion sertificate according te Annex I[, seetion 4 is requlred"

Gmbf-l

o
nd

lSotifEed

s3/
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Dac" I/L, Rev"0

Attacf'r
Cert$fi
Regfis
Report

Product

- UJETA

- Anest
- Bone
* AUU

Sites

GE Med
9900

Manufac

GE Med
No. 22 ,

Devel

SE.orage

Tt,V Rheinland

LGA Froducts GrmhH

arnd Probes

Tillystrqfi$e 2" 9043 n N,lrrnberg

HD Sqr 16081 GG81
'E 5094929 004

(GhinaH Co.l'[td.
No- 19, Changjiang Rcad
Wqlx[ NatEonal l'li-Tech DrWqlx[ $latEonal l'li-Tech Dev"Zene
214S28 Jiangsu
Ghima

Diagnost.ic Syptems
Der,'iceg

itometry Syst,emF

ystems Ultrasourrd & Frimary Care Diagnostics
ion Drive, Waul^ratosa, WI 53226, USA

of Ultrasound Piagnostic SysLems

SysLems (China) Co., ltd"
East. Road, Wuxi National lli-Tech

Zerte, Jiangsu 21-4028, P.R.China

Ultrasound Diagpostic SysLems

1 mn d .:: !E o rr-ry. 1 ilw rid
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Doc. L/a, Rev.i

I
l-

TUV Rheinland

A Products Grnbft

Be 2; 90431 N[]rnbengTElltvstt

Attach
eertifica
ReqI
Repetrt

Proctuct

- Uit.ra
- Anest
- Bone
- ECG

sites i

GE Med
9900

GE lvledi
Ido. 22,
DeveL

I

HD S01 '! 60En
L

150g4lg2s 005
!

I

000'x

iieng Road
Hi-TecF: Oev.Zone

Jiangsu

and ProbesDiagnostic sy$tems
Devices i

Lornet.rv Svst.em6
I

ystems Ultrasorirnd & Primary Care Diagnostic$ LLC
ion Drive, Waurliatosa, WI 53226, USA

yst.eTns (China) iCo. , Ltd.
ang East Road, iWuxi Nal-iona1 Hi-Tech
zo:ae, Jiangsu !t+oze, p.R.China

{ChIna
l\lo i 1

Wuxi
2T 40

sl-

Date:



ertilfiG&t
T'!":e fiertifl*mtiitn S***y *f

tUSW m*eixland LGA Froeiuaats Grxrb$*

hereby certifres that the organization

GE ed$ea$ Sy s
{ na} es""

N*" T S" CF"xa d
Wuxfr $Sationm$ $-i Zone

2"$4S48 JEa*lgss.N
SF:5c"!e

has established *nd applies a qualrty mai^ragenient system for nredrcal cievices
for the follourrng seope:

S*slgnt and *swslopn'temt" BVlsmuf*cture ar:d *lstrlbrstimn of
*Vl*diesl Sevi***

{see attac$t{E}emt foy products and *dditlcglel s$tes irs*Br^rd*d}

Pracf has lreen furnrshed that th* requ!rements speeifiec in

are fulfilled

Date:

Ef\l ISC "l 3485:2St G

The quality managemeni system is sublect to yearly surveillance

2017-12-?O

sx 60123505 0001

15094484 005

2020-06-3A

Registratron No..

performed. Report No,:

icate is valid unirl

liS
Deutsche
Akkred ttieru ngsstelle
D-ZM-14169-01-02

7"12-20

An

This

eEnE*nd LGA Frodurts G - T"E!lystna{3e:
221 800-1371 Fax +49 221 800-3935 e-marl ditylede tuv com http li\,'/

Ve.*VRfrein:
o
nei

Certrfrcatron Body
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a FIE-Tech Dev.Zone

214A Jian$su
China

A
Certi
ffiegistra
Report

Orgeni

Scope:

Isx 6q1235CI5
'E 50e4484 O05

i

I

(China
l\io. '!

Wuxi

Sil:€s ihclu<ied,:
GE I'{ed:-
99C0 fn

lvlanuf ac
S)'st,ems

ProCucti:
- UlLraiound Diagnostic Systents

I- Anestfiesra Devices
- ?nne trorc'i r-^m6t1"y SyStefflS-""-- r-""
- Ecc tutfdule

I

and Probes

al Systems Ult.rasound & Primary Care Diagnostics
ovatid,n Drive, WauwaLosa, WI 53226, USA

ure an]d Dj-slribution of Ultrasound Diagnostie

GE Medifal Systems (China) Co", Ltrd.
No.?2, pao Irang East Road, Wuxi NaLibnal lii-Tech
DeweJ-op{rrent ZQne , .Tj-angsu 2!4028 , tr " R. China

I

Storagel and Distribut.ion of Ultvasoupd Diagnostic
and P::oles, Arlesthesia Devices, Bone Densitometry
ECG l4cdLle

I

sl/sLems
Systems

kreditie rungsstelle
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